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Application No. 
09/507;i46 



Applicant(s) 



Newman et al 



Examiner 



Karen Canella 



Art Unit 

1642 



- TTi MAILING DATE of this communication appears on th cover she t with the correspond nee address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 months MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)0 Responsive to communication(s) filed on 



2a) □ This action is FINAL. 



2b) DC! This action is ndn-flnai. 



3)0 Since this application is in condition for allowance except for fornnal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Qu^^35 CD. 11; 453 O.G. 213. 



Disposition of Clainris 

4)K Clalm(s) .1. 6. 7. 10. 11. 15. 20-24. and 41-55 



is/are pending In the applica 



4a) Of the above, claim(s) , 
5)n Claim(s) 



6) K1 Claim(s) 1. 6. 7. 10. 11. 15. 20-24. and 41-55 

7) 0 Claim(s) 

8) 0 Claims 



is/are withdrawn from considers 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirem 



Application Papers 

9) □ The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on 



is/are objected to by the Examiner. 
is: aP approved b)ndisapproved. 



11) 0 The proposed drawing correction filed on 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
a)D All b) □ Some* c) [3Jone of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. _ 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14)0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment(s) 

15) S Notice of References Cited (PTO-892) 

16) O Notice of Drafisperson's Patent Drawing Review (PTO-948) 

17) O Information Disclosure Statement(s) (PTO-1449) Paper No(s). 



18) Q Interview Summary (PTO-413) Paper No(s). 

19) O Notice of Informal Patent Application (PTO-152) 

20) □ Other: 



U. S. Patent and Trademaric Office 

PTO-326 (Rev. 9-00) 



Offic Action Summary 
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Response to Amendment 

1 . The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office Action. 

2. Claims 27 and 56-58 have been canceled. Claims 1,10 and 1 1 have been amended. 
Claims 1, 6, 7, 10, 11, 15, 20-24, 34 and 41-55 are pending and under consideration. 

3. The rejection of claims 1 and 21 under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a complex comprising an anti-biotin antibody and 
biotinylated eosin and a complex comprising an anti-biotin antibody and biotinylated ITAC, does 
not reasonably provide enablement for complexes consisting of any other biotinylated conjugate, 
is withdrawn. 

4. The rejection of claims 6, 7, 10, 11,15, 20, 22-24, 34 and 41-55 under 35 U.S.C. 1 12, 
first paragraph, because the specification, while being enabling for a complex comprising an anti- 
biotin antibody and biotinylated eosin and a complex comprising an anti-biotin antibody and 
biotinylated ITAC in an experimental protocol of lymphocyte recruitment to the peritoneum, 
does not reasonably provide enablement for complexes consisting of any other biotinylated 
conjugate, is maintained for reasons of record. Applicant has provided abstracts fi^om numerous 
articles to demonstrate the use of G-protein coupled receptors and ligands as therapeutic agents. 
This has been considered but not found persuasive as the instant invention as taught by the 
specification is not chemokines per se but pharmaceutical agents comprising an anti-biotin 
antibody complexed to biotinylated chemokines administered in vivo, wherein the antibody 
complex is released upon reaction with endogenous or administered biotin to fi-ee the biologically 
active chemokine fusion protein. The specification has not provided any teachings to enable one 
of skill in the art to use the broadly claimed complexes in the treatment of specific disease states 
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as the specification has not demonstrated the adequate delivery of the complex and the release of 
the active chemokine to remedy an actual disease state in an organ or the blood stream vs a 
model of experimental lymphocyte recruitment to the peritoneum. Further, claims 22-24 are 
drawn to antibodies having a dual specificity thus binding biotin and another antigen. Claims 23 
and 24 specify a tumor cell antigen and a viral antigen. However, there is no teaching in the 
specification to explain how an antibody designed to release biotin in vivo will persist as a 
complex long enough to deliver the biotinylated chemokine to the site of the tumor or viral 
antigen. 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103© 
and potential 35 U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

7. Claims 1 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over DeVico 
et al (US 6,214,540) in view of Mehta et al (US 6,303,325). Claim 1 is drawn to a composition 
comprising a complex of a biotinylated chemokine and a anti-biotin antibody. Claim 21 
embodies a diagnostic reagent attached to the anti-biotin antibody. DeVico et al teach a 
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biotinylated chemokine and a method of labeling or detecting of a biotinylated chemokine by 
means of an antibody complex in place of avidin FITC. Devico et al do not specifically teach 
the formation of complex of biotinylated chemokine and an anti-biotin antibody in place of the 
avidin FITC. Mehta et al teach an anti-biotin antibody for the general detection of biotin. It 
would have been prima facia obvious to one of ordinary skill in the art at the time the claimed 
invention was made to use the specific anti-biotin antibody for the formation of a complex with 
the biotinylated chemokine. One of ordinary skill in the art would have been motivated to do so 
with a reasonable expectation of success by the teachings of Mehta et al on the utility of the anti- 
biotin antibody in the detection of conjugated biotin. 

8. All other rejections and objections as stated in Paper No. 10 are withdrawn. 

Conclusion 

9. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Karen Canella whose telephone number is (703) 308-8362. The examiner 
can normally be reached on Monday through Friday from 8:30 am to 6:00 pm. A message may 
be left on the examiner*s voice mail service. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Anthony Caputa, can be reached on (703) 308-3995. 
Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the Group receptionist whose telephone number is (703) 308-0196. 

Karen A. Canella, Ph.D. 
Patent Examiner, Group 1642 
Novembers, 2001 




